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DETAILED ACTION 

Formal Matters 

Applicants' response and amendments to the claims, filed 4/14/2008, are acknowledged 
and entered. Claims 1-3 and 16-17 are pending and under examination. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

Claims 1-3 and 16-17 are rejected under 35 U.S.C. § 103(a) as being unpatentable over 
"The antitumor effect to stomach cancer by benzyl alcohol," Meeting of Japan Surgical 
Society on April 12-14, 2000, issued on March 10, 2000, PP-1457 (listed on PTO Form 1449, 
dated October 27, 2003, with a translation provided by Applicant), hereafter referred to as 
"Reference PP- 1457" and Head, K.A. (Alternative Medicine Review, 1998, vol. 3, no. 3, pages 
174-186) in view of Casciari et al. (U.S. Patent No. 6,448,287 Bl; Issued 9/10/2002). 

The instant claims recite a method of treating a stomach tumor comprising administering 
benzyl alcohol at a dose of 1 to 50 mg/cm 3 of tumor volume in combination with vitamin C, 
wherein the ratio of benzyl alcohol to vitamin C is about 1:10. 

Reference PP-1457 teaches administration of 200, 300, 400, 500, and 1000 ug benzyl 
alcohol to cells of the stomach cancer cell line STKM ("Method"). 300 jug or more of benzyl 
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alcohol resulted in "mortality" of the STKM cells ("Result"). The apoptosis induced by benzyl 
alcohol in the stomach cancer cell line in vitro was induced by 1/3000 of the maximum 
permissible dose in a human, thus suggesting and motivating higher doses ("Consideration"). 
The reference further suggests that further in vivo testing is required and that benzyl alcohol may 
be used as an anti-tumor agent, thus motivating in vivo treatment of stomach tumors (id.). With 
respect to "external administrating" as recited in instant claim 2, adding the benzyl alcohol to the 
cultured cells in their dish would include externally administering the composition; in other 
words, the reference does disclose application of the benzyl alcohol directly onto the cells. The 
reference also states: 

"Since we found out that Benzyl alcohol had antitumor effect to a stomach cancer, we 
report said effect herein" 

which, absent factual evidence to the contrary would suggest in vivo treatment and since the gut 
space is "external" to the body, would have been anticipated as a method of external 
administration. The reference does not teach or suggest administering benzyl alcohol in 
combination with vitamin C for the treatment of stomach tumors. 

However, Head reviews the use of ascorbic acid (i.e., vitamin C) in the prevention and 
treatment of cancer. Proposed mechanisms of action for ascorbic acid in the prevention and 
treatment of cancer include enhancement of the immune system, stimulation of collagen 
formation necessary for "walling off tumors, inhibition of hyaluronidase which prevents 
metastasis, prevention of oncogenic viruses, enhancement of the effect of certain 
chemotherapeutic drugs , prevention of free radical damage, and neutralization of carcinogenic 
substances (Abstract). Head reviews several clinical studies on the use of vitamin C in the 
treatment of cancer patients (pages 176-180), including the instantly claimed stomach cancer 
(Table 1). In conclusion, Head suggests that while vitamin C alone may not be enough of an 
intervention in the treatment of most active cancers, since it appears to improve quality of life 
and extend survival time, it should be considered as a part of a treatment protocol for all patients 
with cancer (page 184). The reference thus suggests and motivates the addition of vitamin C to 
existing chemotherapy regimens. 

The instantly claimed method of treating stomach tumors with benzyl alcohol and 
vitamin C would have been prima facie obvious at the time the invention was made. Benzyl 
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alcohol was known to be effective in inducing apoptosis of stomach cancer cells at doses of 200, 
300, 400, 500, and 1000 jug. Vitamin C has shown efficacy in the treatment of numerous cancers 
in human patients, including the instantly claimed stomach cancer and is further suggested as an 
additive to existing treatment protocols. As such, one skilled in the art would have been imbued 
with at least a reasonable expectation that the combination of benzyl alcohol and vitamin C 
would be effective in treating stomach tumors. With respect to the claimed dose of benzyl 
alcohol (i.e., 1 mg to 50 mg/cm 3 tumor volume) and amount of vitamin C (about 10 parts per 1 
part benzyl alcohol), such amounts are not seen as inventive over the prior because they would 
have been elucidated via routine dosing optimization. In this regard, Casciari et al. is provided 
as evidence that vitamin C can be administered in a ratio of 1 : 1 to 3500:1, preferably 1 0 : 1 to 
100:1 with another drug (col. 2, lines 15-19). 

Applicant's arguments filed 4/14/2008 have been carefully considered but they are not 
persuasive. 

Firstly, Applicants allege that the references alone or in combination do not teach or 
suggest each limitation recited in claim 1 . In support of this allegation, Applicants focus on the 
teachings of Casciari regarding the amount of Vitamin C in combination with lipoic acid and 
state that Casciari does not teach or suggest the use of Vitamin C with benzyl alcohol nor the use 
of Vitamin C and benzyl alcohol in a specific range. However, the Examiner relies on Casciari 
only with regard to the teaching that Vitamin C, when combined with another drug for treating 
cancer, is provided in a greater amount (e.g., preferably 10:1 to 100:1) than the other 
chemotherapeutic drug, thus motivating the use of this ratio in the presently claimed method. 

Secondly, Applicants argue that the claims are patentable over the prior art in view of the 
amendment to claim 1 and in further view of Dr. Takeyama's Declaration under 37 C.F.R. 1.132, 
filed April 14, 2006. Applicant asserts that the results provided in the Declaration are 
commensurate in scope with the present claims. However, contrary to Applicant's assertion, the 
results provided in the Declaration are in fact not commensurate in scope for the following 
reasons: (i) the experiments in the Takeyama Declaration are in vitro , as opposed to the in vivo 
methods instantly claimed; (ii) the doses of benzyl alcohol used in the Takeyama Declaration are 
931, 465.5, 232.8, 1 16.4, 58.2, and 29.1 ug/mL, whereas the doses of benzyl alcohol in the 
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instant claims range from 1 mg to 50 mg/cm 3 of tumor volume; (iii) the ratio of benzyl alcohol to 
Vitamin C in the Takeyama Declaration is exactly 1:10, whereas in the instant claims, the ratio is 
" about 1:10". 

The combination of references used in the present rejection teaches, suggests, and 
motivates the in vivo treatment of stomach tumors with the claimed combination of benzyl 
alcohol and Vitamin C. Accordingly, in the absence of a direct comparison between benzyl 
alcohol, Vitamin C, and benzyl alcohol + Vitamin C in the treatment of a stomach tumor in vivo, 
using the doses instantly claimed, the Examiner is not persuaded that an unexpected result has 
been shown that is commensurate in scope with the claims. 

Accordingly, the claims are deemed properly rejected because the prior art teaches that 
benzyl alcohol is effective in the treatment of stomach tumors and further suggests that vitamin 
C should be used as a part of treatment for all patients with cancer. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAMES D. ANDERSON whose telephone number is (571)272- 
9038. The examiner can normally be reached on MON-FRI 9:00 am - 5:00 pm EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-071 8. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/James D Anderson/ 
Examiner, Art Unit 1614 



/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



